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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 20 July 2009 . 
2a )^ This action is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-11 and 14-38 is/are pending in the application. 

4a) Of the above claim(s) 6 and 14-29 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) IEI Claim(s) 1-3.5.9 and 30-37 is/are rejected. 

7) 13 Claim(s) 4.7.8.10.11 and 38 is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request tliat any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Paper No(s)/Mail Date (21. 6) □ Other: . 
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DETAILED ACTION 

1. Claims 1-11 and 14-38 are currently pending in the instant application. Claims 6 and 14- 
29 remain withdrawn for being drawn to a non-elected species/invention. 



Response to Amendments and Arguments 

2. Applicant's arguments and amendments filed July 20, 2009 have been fiiUy considered 
and entered into the application. All rejections and objections not exphcitly maintained herein 

are withdrawn. 

3 . Applicants again traverse the restriction requirement, which has already been made final 
for the reasons of record in the office action dated February 20, 2009. The Examiner maintains 
that the restriction requirement was made properly. Apphcants cite section (f) of Aimex B, 
stating that the alternatives will be regarded as fulfilling the criteria of being of a similar nature if 
the alternatives have a common property/activity and have a common significant structural 
element. The Examiner disagrees with Applicants assertion that all compounds in the Markush 
grouping set forth as formula I share a "chemical structure which occupies a large portion of 
their structures." Because of the great variation in variables R\ R^, R"* and Y, the amino linked 
two-ring system common to all compounds does not constitute a large portion of the chemical 
structure. Based on the possibilities for substitution, each of the above variables could 
encompass several more rings in addition to the core structure shown in formula I. For example, 
R\ R^ and R^ could each be NHR where R is Het (an aromatic heterocycle) and R is fiirther 
substituted by -(CH2)b-Ar, where Ar is phenyl. Considering the substitution at each of the three R 
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positions, this compound has 6 rings in addition to the core structure defined in claim 1 . 
Therefore, the structural element shared by all compounds of formula I cannot be considered a 
significant structural element in light of how large the compounds can be. The finality of the 
restriction requirement is therefore maintained. 

4. Applicants also argue with the Examiner's interpretation of the claim limitations in the 
office action dated February 20, 2009. Specifically, the claims recited the term "derivatives." 
Applicants argue that, read in light of the specification, the claims could not have been 
interpreted to read on carbon dioxide. However, it is noted that, as explained in the previously 
issued office action, no explicit definition for "derivatives" was provided in the specification. 
Examples were given to suggest that the term would include salts and pro-drugs, but these are 
non-limiting examples. An appropriate definition of the term derivative was applied in the 102 
rejection (i.e. "a substance that can be made from another substance," Merriam- Webster 
Dictionary). When given its broadest reasonable interpretation, absent any specific structurally 
information on the claimed "derivatives," the term reads on carbon dioxide. Although the claims 
are read in light of the specification, limitations from the specification are not imported into the 
claims. Since no explicit definition or structural information was provided for the claimed 
derivatives the Examiner maintains that an appropriate interpretation of the claims was made in 
the previously issued office action. 

5. Applicant's claim amendments overcome the previous rejection made under 35 U.S.C. 
102(b). In accordance with MPEP 803.02, the amended claims will be reexamined and the prior 
art search extended to the extent necessary to determine patentability of the Markush-type claim. 
The search was extended to a compoimd of Formula (I) wherein R^=R^=R wherein R is H; 
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n=m=l ; X is O; Y is phenyl; is NHR where R is Het and Het is a bicycHc aromatic 
heterocycle having 2 N atoms which is unsubstituted (benzimidazol-2-yl); and p=l. Because this 
species was not found allowable, the search was not extended further and the Markush claim was 
rejected. 

Information Disclosure Statement 

6. The information disclosure statements (IDS) submitted on March 23, 2006 and July 20, 
2009 were in compliance with the provisions of 37 CFR 1 .97 and 37 CFR 1.98. The IDS 
documents were considered. Signed copies of form 1449 are enclosed herewith. The Examiner 
regrets any inconvenience caused by the failure to include a signed copy of the 1449 with the 
previously issued office action. 

Maintained Objections 

7. Claims 1-5,7-11 and 30-38 are objected to for containing non-elected subject matter. 
This objection can be overcome by submitting an amendment deleting the non-elected subject 
matter. 

8. Claims 4, 7, 8, 10, 11 and 38 are objected to for being dependent upon a rejected base 
claim, but would not necessarily be allowable if rewritten in independent form. 
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New Claim Rejections- 35 U.S.C. §102 



9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in pubUc use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

10. Claims 1-3, 5, 9, and 30-37 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipated by Garin et al, J. Het Chem. (1990), 27(2), pp. 221-226. 

Garin et al. teaches the following compound which is identical to the instantly examined 
species, wherein the substituents are identified in paragraph 5 above. The compound is taught as 
compound 6d on page 221 of the reference. The compound has the following structure (provided 
by CAPlus, STN search): 



The reference also teaches that the compounds were washed with water, ethanol and ether 
and subsequently recrystallized fi-om the appropriate solvent (p. 224, left column. Method B), so 
the instantly claimed pharmaceutical composition comprising a compound of formula (I) and one 
or more excipients and/or adjuvants is also anticipated. 




Conclusion 



11. 



No claims are allowed 
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12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alicia L. Fierro whose telephone number is (571)270-7683. The 
examiner can normally be reached on Monday - Thursday 6:00-4:30 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mr. Joseph McKane can be reached on (571)272-0699. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published apphcations 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

10. A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
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CFR 1 . 1 36(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

/Alicia L. Fierro/ 
Examiner, Art Unit 1626 



/REI-TSANG SHIAO/ 
Primary Examiner, Art Unit 1628 



